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The Society for the Advan@ment of Women’s Health Research is pkmsd to
submit amnments on how the Food and Drug Adrninbtration may b- &t its
statutoryebligatiom undertheFederalFood, Drug, andCosrnoticAct ~

We believe theFDA must

●

●

☛

●

9

●

Have statktieally sipifimt ~mbers of women included in phmnacautkd
tc.stkg to identi& gmrkr-relaredMkrences in drug tesptmes ad thatnored
differences be armlyzed;

The awxs to the latest sciefic and kchnieal expertise in gender-bawd
scierm;

Suengthen its past.market@j wmeillanm systew in gem@ so that
problem are identU3ed early; and collate data with atimticm to gendar, age,
and ethnici~,

E@e Iabcding contain specific refereme to genck, agq and dmkity if

diffmwes ar~krwwi’$

Drafi and cod@ proactive regulatmyguidel’mes for the evaluatio~
andmarketingof vaginalmicxabicideskontm.ecptivos;and

Make it clear to Comzressand the Adtninistra&ionthe resources it

apprcml

needs to
assure the saf~ and dkwy of drugs in th]s time of awelem.ted new
thmapiesand tdmologies.
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The Society is concerned that the Agency has the ability to independently
aaowtain and analyze gender di.t%renoesin drug respo-. uou@ a tidy of
data is emerging there is muohthatis still uknown about the role of gemdesin
drug effects in women. Only with a strong scientifk and research .infia*turc
will the FDA imprwe ha ability to expdite now tedmoiogios fir women and
preventpotentialadwrso reactionsinwomen tim now pdwts,

Previ@.@ retidions ~h tie pticipation of women in early phas= of clinical
txitdslimited knowledge about drug responses in wwket$ about the relationships
between dose and ef6Gaoy and the viability of response in difkrent palient
populations. Most drugs marketedtoday were approved without the benefit of
testing in women. Studies have demonstmted gender diffbmnms in several
rncchankms of drug mbmptio~ bioatilibil.ity, dhtribvtioq metabolism ttnd
elimination. For example, most psychotropic drug%which am absorbed by the
Ii=, are atTeetedby gender,phaseof s woman’s xnw+st.rualG@S and exogenous
horrnoneq like birth GQntmlpiIls. Studyingcurrentlyavailable gender-based data
w“th reference to a baselinecould yield significantfindings,

The $cwhxy is most htmreswdin the FDA recognizing the need to continually
employ seientietg knowledgeable and in the Ib&unt of gender-based
@mnaeoIogkal mmorch, It urges support fbr ~anta in training fir chid

pharmacologists interested in gander-basal research, ~U@ reoruitrncn~
retemion and edueation of profkssicmalsttiz tbe FDA will attraot and ~ain
scientists at the cutting edge of wieneo. The Society behvm ttit this WTXId
demonstratethe FDA’s recognitionof the most upto-dak scienco-biwwd Wision-
makin.g.

-red= AuXSM h Post-market Sumeilhmee

As drugs are rneved more rapidly through the appcoval pipelinq th$ timil fix
WWW@W@JT.IWFDA pQti-tIU@CEIC-cT$lance program becomes more urgent.
Increasing numbers of adverse event repo~ ckmsnd more professionals lo
anqlyze the data

Likewise, a post-market surveillarwqsysrem should include analysis of data by
gemdcr. In a recent study appearing in the JbumQl of the Am-cm MtdWtd
AMWC@km, serious adverse drug rewtions in US hospitals were foundtobe way
high even wheri drugs were pmscxibad and administered properly. huxding to
the Centersfor Disease Preventionand Cor@o~ women from 15-64 visit hospital
ernergonq rooms and outpatient clinics 66 percent more than men and the
averagelength of hospitalstay fir women OV= 65 yew is t@@rtiylonger than fir
men. Women makethe majorityofphysieian visitsand am roapordde fix the
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rn~ority ofprmdption dmg purchases. Somemsearohstudieshwe emwluded
that women experience more adverse drug mactirms than m= a likdy
consequence of the previouslycited dataas welI as otherpotentialf-em.

T.Miliing umputer-based irifbrmation technology to reccud and expltm ponder
dh%mmms has the potential for preventing serious medicwion hazards, GendIz-
based analysisof advtxsedrugreactionsalso could provide this information more
qidly, P*CUMY WIU= womm are taking mom medicationand their incidence
of adverse reaetions may be @eater. Analysis of data with attention to agQ and
ethticity also could yield significant results.

Gender-based Information

AS gender-based pharmaceuticalresearchyields new information for men and
worne~ health care prwvidcrsand eomumem should be iu.fbrrned, They need to
be made aware of varying dosage and possible reactions. L&eling information
should include appropriategender, age and etlru@ Mixmatioq when atilable.

Guidelines for Micrubicides/contmceptives

T&se pmdu~s are used by healthy worn= owx B long ptiod of time.
Mimobicide& in particular, am zwt vi- ss futaocially reward@ by
manukturers. However, themis a P andgrowing need to halttbe spread of
sexually transmitted diseases. At the same tire% severalFDA wmtem,offiws and
ditisiom em be required to review these products.

As a member of the Alliance fir Mkrobicide Developmq we SUppoh their
recommendation to review the currentguidelines for conshrte!q 8y@ematiGsd1y

acamine them in light of the 1- evolving knowledge; and incorporate new
itiormation. We also support the need fbr clear, oonsktent and efJ5G@ntpews=
for review and approval of microbicideskcmtraoeptives.

Adequate Reswxrces

The &@ thatthe FDA is &cad with severe wncerus about meeting h ata#oIy
obligations denotes the financial constraints under which it is operating. In
addition to informing stakeholders about the reditioa of the shortfbll, the FDA
should let CongreISsand the Administration know about the oosts of mabtaining

adequate resources and progama through it$ pkumhyj prtwess and budget
proposals. The FDA MuM develop estimates reflecting the prof%aional
judgernem of its leadership. Stakeholdemwill support the ligenoy to secure
adequatefbn~~ngtomeetFDA’s ~bligmiotw
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In mixlusiok thenk you fir the opportuni~ to provide comments as the FDA
wurks tuward meeting the statutmyobligations of FDAIu?A The Society will be
@d to work with theAgency to assistit in meetingitsgoals.

Sirmrely,

/#$?ijij)dli Gr er$m, M
Fxecutive ireetor

POlic@WexOddf&/FDAMAJJ25
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